NT COOPERATION TREATY 



From the n^TBRNATIONAL SBARCHINO AUTHORTIY 



To: 

WILLIAM B.KEZER 

TO WNSEND AND TOWNSEND AND CREW LLP 
TWO EMBARCADERO CENTER 
EIGHra FLOOR 

SAN FRANCISCO, CA 94111-3834 



APR l lf zoojM 

PCX 



NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL SEARCH REPORT AND 
THE WRITTEN OPINION OF THE INTERNATIONAL 
SEARCHING AUTHORITY, OR THE DECLARATION 

(PCT Rule 44.1) 



Date of mailing aw n rm nntir 
jdayAnonthd^) Q 7 APR lUUD 



Applicant's or agent*s file reference 
22205-3-2PC 



FOR FURTHER ACTION See paiagrtq^ 1 and 4 below 



Intematianal filing date 

(day/month^ear) 18 Angust 2004 (l'8.b8.2004) 



International application No. 
PCT/US04/27156 



AppUcant 

TRANSORAL PHARMACEUTICALS, INC. 



1. 



The i^ficaat is hereby notified that the intemational sean^ report and the wniten opinion of die International Seaiehing Anihoiity 
have be^ established and are tranamitted herewith. 

FQing of amraidments and statement imda* Article 19: 

the qtpficant is entifled, if he so wishes* to amend flie daims of the international appfication (see Role 46): 

Wien? The time Hmit for fiiing sntA amnxdments is nomially turo months fiom fiie date of teansmittal of flie international 
search report 



3. 



4, 



□ 
□ 



Where? Dtrecfly to the Bitemational Burean of WIPO, 34 ehemin des Colombettes 
121 1 Geneva 20, Switzerland, Facsimile No.: +41 22 740 14 35 

For more detailed instmctlons, see flie notes on the acconQ)anying sheet 



Hie applicant is hereby notified that no international sear^ report will be estabfished and that flie declaration nnder 
Article 17(2Xa) to that ef^ and the wiitten opinion of the Intemational Searching Andionty are tiansniittedherewitiL 

With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the ^ficant is notified that 

the protest together with the decision thaeon has been transmitted to the Intemational Bureau togetiier with the applicant's 
request to forward the texts ofboth die protest and the decision thereon to die designated Offices, 
no decision has been made yet on the protest the i^licant will be notified as soon as a decision is made. 
Reminders y 

Shoitly after the expiration of 18 months fiom the priority date, the intemational application will be published by the Intemational 
Bureau. If the applicant wishes to avoid or pos^one pubHcation, a notice of withdrawal of the intemational qyplication, or of tiie priority 
claim, must reach the Intemational Bureau as provided in Roles 90^.1 and 906i!9.3, respective^, befi>re the conq>]Btion of the tedmical 
preparations for international publication. 

The f^Hcant may submit comments on an infinmal basis on the written opinion of the Xntemational Searching Anthority to fiie 
Intemational Bureau. The Intemational Bureau wSl send a copy of sutOi comments to all designated Offices unless an international 
preHminary examination report has been or is to be established. These commnLts would also be made available to the public bat not 
before the e3q>tration of 30 months fiom the priority date. ij/'^iln tT 

^tiiin 19 months finm the priority date, but only in respecf <^&}me designated Offices, a demand for intemational pieliminary 
exammation must be filed if die i^ficant wishes to postpone the entty into the national phase trntU 30 nwnths fiom the priority date (in 
some Offices even later^ otherwise, the applicant must, within 20 months fix)m die priority date, petfomi the pres<^ed acts for entry 
into the national phase before those designated Offices. jJ^'^ \o\^ 

In respect of other designated Offices, die time limit of 30 months (* later) will apply even if no demand is filed within 19 montiis. 

See die Annex to Form PCT/IB/301 and, for details about die iqiplicable time limits. Office by Office, see die PCTAp^icant *b Quide, 
Volume n, National Chapters and the WIPO Internet site. 



Name and mailing address of die ISA/ US 
Mail Step per, Attn: ISA/US 
Commissianer for Patents 
P.O. Box 1450 

Alexandria, Vhrghda 223 13-1450 
FacainiileNo. (703) 872»9306 



Authorized officer 
Frederick 
TdC^>SoneMo: 




272-1600 



Fonn PCT/ISA/220 (January 2004) 



{See notes on accompanying sheet) 



DOCKETED RY TiO^ 

BEST AVAlLnot.. 
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PATENT COOPERATION TREATY 

PCT 

INTERNATIONAL SEARCH REPORT 
(PCT Article 18 and Rules 43 and 44) 



Applicant's cr agent's file feference 
22205-3-2PC 


FOR FURTHER «ceFoimPCr/rSA/220 

ACTION ^1 wIktc applicable, item 5 bdow. 


International application No. 
PCr/US04/27156 


International filing date {day/month/year) 
18 August 2004 (18.08.2004) 


(Earliest) Priority Date {day/month/year) 
21 August 2003 (21.08.2003) 


Applicant 

TRANSORAL PHARMACEUTICALS, INC. 



This international search report has been prepared by Ihis IntematioDal Seardiing Authority and is transmitted to the applicant 
according to Aiticle 1 8. A copy is being transmitted to the International Bureau. 



f 



This inte rnatio nal search report consists of a total of sheets. 

It is also accon^anied by a copy of eadi prior art document cited in this report. 



Basis of the Report 

a. With regard to the language, the international seardi was carried out on the basis of the international application in the 
language in ^ich it was filed, unless otherwise indicated under this item. 



The international search was carried out on the basis of a translation of the international application 
fiimished to this Autiiority (Rule 23. 1(b)). 

With regard to any nucleotide and/or amino acid sequence disclosed in iSas international application, see Bool No. L 

Certain claims were found unsearchable (See Box No. D) 

Unity of invention is lacking (See Box. No. m) 
With regard to the titie, 

the text is approved as submitted by the applicant. 

the text has been established by tliis Authority to read as follows: 



□ 
□ 



With regard to the abstract, 

the text is approved as submitted by the applicant 

the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box No. IV. The applicant 
may, within one month fiom the date of mailing of this international search report, submit comments to this Authority. 



□ 



With regard to the drawings^ 

a. the figure of the drawings to be published with the abstract is Figure No. 

I I as suggested by the applicant. 

I I as selected by this Authority, because the applicant fiuled to suggest a figure. 

I I as selected by this Authority, because this figure better characterizes the invention. 

none of the figures is to be published with the abstract. 



Form FCT/ISA/210 (first sheet) (January 2004) 



jtST AVAILABLt UOr 





o 


o 






latematianal application No. 






PCT/US04/27156 



A- CLASSIFICATION OF SUBJECT MATTER 

IPC(7) A61K7/16 

US CL 424/48, 49, 464 

According to Intematiopal Patent Classificatian (IPO or to both national classification and IPC 



B. FIELDS SEARCHED 

Minimum documentation searched (classification system followed by classification symbols) 

U.S. : 424/48, 49, 464 



Documentation seardied other than minimum documentation to the extent that such documents are included in the fields scanned 



Electronic data base consulted during the international seardi (name of data base and, \(4iere practicable, search terms used) 



C. 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category ♦ 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



US 5,288,497 A (STANLEY ET AL) 22 February 1994 (22.02. 1994), see the entire 
docament 



1-126 



□ 



Further documents are listed in the continuation of Box. C. 



□ 



See patent &mily annex. 



Special categories of cited doccmentK 

docunient defining the gpoeral state of tiw art «4iiGfa is not oodskI^^ 
paiticntarielevanfie 

"B" eadier ^pplicstina or patent published on or after the intemational filing date 

T.** document wbithsnay^iraw doubts onptioiity cdaimCs) or which is cited to 
establish the publication date of another citatian. or diher special mason (as 
' specified) 

t!)** document refeningto an oral disclosuin, use, exhibition or odier means 

document published pncr to flie intetnatiaiial filing date fant later the 
pxiodty date daimed 



"T" later document pntdiahed after the intematicoal filing (fate cvpiicdty date 

and not in oonffirt wirfi ttja flpj^licatinn Tmidfir"*""** 
pnno^ile ck ttieocy nndolyingdie inventiaa 

*^ docnniBnt of paxticiilar relevance; the clainwdinvoittciicain^ 

oonai d e r ed novel or cannot be considered to involve an inventive step 
when ttie document is taken alone 

*^ docnment of particular relevance; the claimed invention cannot be 

oonaidered to involve an inventive step wbai the docuuteait is gnmh^^ 

with one or more othargiirf^ *<^nniBntBt. e^wrAmsdinn ha jpg <^>yi|ffnff 

toapeisan skilled in tite art 

document member of the same patent family 



Date of the actual conq)letion of the intemational search 
22 March 2005 r22. 03.2005) 


Date of mailing of the intemational search report 

07 APR 2005 , 


Name and mailing address of the ISA/US 
Mail Stop per, Adn: ISA/US 
Conmussioiiieir forPatcats 
P.O. Box 1450 

Alexandria, Virginia 223 13-1450 
Facsimile No. (703) 872-9306 


Au«hori»dofficer ^ya^l,C<^yl^^J^^ 

T^l^^eNa (571) 272- 1600 



Form PCT/ISA/210 (second sheet) (January 2004) 



^EST AVAIIABLE COPY 
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From the 

INTERNATIONAL SEARCHING AUIHORIIY 



To: 

WTT-r TAMB WBZER. 



TOWNSEND AND TOWNSEND AND CRBWLLP 
TWO EMBARCADERO CENTER 
EICanH FLOOR 

SAN FRANCISCO, CA 94111-3834 



^hl^- PCTi 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORTFY 



(PCTRule43Z>w.l) 



Applicant's or agaxt*s file reference 
22205-3-2PC 



Internatiaiial applicatioii No. 
PCT/US04^7156 



07 APR 2005 



FOR FUKTHER ACTION 

See paragraph 2 below 



International filmg date (dayfynonth/year) 
18 August 2004 (18.08.2004) 



\/year) 



International Patent Classificatioii (IPC) or both national classificatkm and IPC 
IPC(7): A61K 7/16 and US CL: 424/48. 49. 464 



Priority date {day/month/yeafj 
21 August 2003 (21.08.2003) 



^plicant 

TRANSORAL PHARMACEUnCALS, INC. 



1 . This opinion contains indications relating to the following itenas: 

Basis of opinion 
Priority 

Noo-estabUsfament of opinion with legaid to novelty, inventive st^ and industrial i^Ucability 
Lack of unity of invention 

Reasoned statement under Rule 43to.l(a)(i) widi regard to novelty, inventive step or industrial 
i^Bcability; citations and explanations supporting such stBtement 

Certain documents cited 

Certain defects in the international iqyplication 

Certain observations on the international application 

2, FURTHER ACTIGN 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA**) exc^ that this does not apply where the applicant chooses an 
Authority o&er than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66. 1 to(&) 
that written opinions of tiiis International Searching Authority will not be so considered. 





BqxNo. I 


□ 


BoxNo, n 


□ 


BoxNo. in 


□ 


BoxNo. IV 




BoxNo, V 


□ 


BqxNo.VI 


□ 


BoxNo.VII 


□ 


BoxNo. VIH 



siderea to be a written opinic 
3, withamendn 
f 22 montibs fro 



If this opinion is, as provided above, considerea to be a written opinion of the IPEA, the appHcant is invited to submit to the 
IPEA a written reply together, who-e appropriate, with amendments, before the expiration of 3 months from the date of mailing 
of Form PCT/ISA/220 or before the es^ication of 22 mondis from ^e priority date, whichever expires later. 
For further options, see Form FCT/ISA/220. 



3. For further details, see notes to Form PCT/ISA/220. 



Name and mailing address of the ISA/ US 
Mail Stop PCX, Attn: EAAJS 
Commissioner fiv Patents 
P.O. Box 1450 

Alexandna, ViigniiA 22313-1450 
Facsimile No. (703) 305-3230 



Form PCT/ISA/237 (cover sheet) (January 2004) 



Authorized officer 
Frederick F, 




Telephone No. 703-308-1235 



DOCKETED BY ^jf^ 

BEST AVAllABLE COPY 
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WMTTEN OPINION OF THE 
INTERNATIONAL SEARCJHING AUTHORITY 


International i^licationNo. 
PCT/US04/27156 

' H. 


1 




1. With regard to the language, this opinion has been established on the basis of ^e hilcniational fi^lication in the language in which it 
was filed; unless otherwise indicated under this item. 

CU This opinion has been established on the basis of a tran8ktionfit)m the original 

which is the language of a translation fiimished for the purposes of int^mationa] seaix}h(uiider Rules 123 and 23.1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis o£ 

a. type of tnaterial 

1 1 a sequence listing 

[I]] table(s) related to the sequence listing 

b. format of material- 
[Zl in written format 

EH in computer readable form 

c. time of filing^fiffnishiiig 

contained in international ^jplication as filed. 
CD Gled togetiier widi &e international f^Ucationin computer readable fcnn. 
fiimisfae4 subsequently to this Audiority for the purposes of search. 

3. CD In addition, in the case that more than one version or cppy of a sequence listing and/or table relating thereto has been filed 

or fiimished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as iq>propriate^ weie fiimished. 

4. Additional comments: 





Form PCT/ISA/237(BoxNo, I) (January 2004) 



BEST AVAIIABLE COPY 



n 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 




^^t^m^nt under Rule 43 6fe.l(a)(i) with regard tonovgty> inycntiyc step or indiistriai 



Novelty (N) 



Inventive step (IS) 
Industrial applicability (lA) 



Claims 1-126 
Clainis NONE 



Claims NONE 



Claims 1-126 



Claims 1-126 



Claims WW 



_YES 
.NO 

_YES 
JSTO 

_YBS 
_NO 



2. Citations and e3q)lanations: 
art 



Claims 1-126 nieetlbe criteria set out by K:T Article 33(4X 
phamnceuticayinedical industries is self-evident. 



3 and methods to ^ 



Form PCT/ISA/237 (Bait No. V) (January 2004) 



BEST AVAUABLE COPV 



